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P.O. Box 1047
Smyrna, DE 19977-1047

Laboratory
3. 1 hereby apply for a regis tion numbr pursuant to

§31.11. 10 CFR 31 for us of byptoduct materials tor
(pdam check one block oelyj

O a. Mifadduly msihdphyscDanuthoried todipnse
drugs ian the practice of medicine.

* b. The abovo-named clinial laboratory.

o e. The zbov*imedhoavitaL .
4. To be completed by the Nuduer Regulatory Commimion.

INSTRUCTIONS
1. Submit this form in triplcate to:

Office of Nuclear Material Sitty and Safesrds
ATTN: RAdioisotopes Llcusing Branch

U.S. Nuclear Regulatory Commission
Washington. D.C. 20555

2. Plase print or type the name and address (includ-
ing zp cod*) of the rpstns t physician. clinical
laboratory, or hospital for whom or for which
this reistramm form is tlled. Position the first
ltter of the address below the left dot and do
not extend the address beyond the right dot. (At
NRC. a resstratian number will be aLuied and
a validated copry of NRC Form 483 will be re-

tuned.)

Resitraon number: 1009
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5. If place of use is different from addes in Item 1. please give complete address:

Same

6. CerifIlcanon: *-

I hereby cartify that:

a. AU information in this restrantion crtifcate is true and complete.
-,I1

b. The reistant has appropriate rAdiation measuring instruments to cary out the tests for which byproduct material will be used under the

general License of 1O,3FR 31.11. The tets will be performed only by personnel competent in the use of the iustrurents and in t.e

hndling of the byptiduct materids

c. I undersnd that Commissn regulaions require that any chimg in the information furnished by a registnt on this ristration

certificate be repor to the Dsr cor of Nuclear Material Safety and Safeguards within 30 days from the effective date of such chamn .

d. I have reed and wudrand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form):

and I understand that the retsu=nt is required to comply with thoe provisions as to all byproduct materisl which he receives. acquires.

possesses. uses or transfers under the general license for which thisRegistnrnon Certificate is riled with the Nuclear Regulatory Commission.

Date k 
By

I I Sig

Mahadeo P. Verma, Ph.D., M.P.H., Director of Laboratories
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, coNOiTtONS AND LIMITATIONS OF GENERAL LIC2NU 10 CUR 31.11

§31.11 Gawl 1d ('or ue of bynodzwt
materl for ceu in vuso e~a or laboa
tory tes500.

(a) A pnerali Uces is hareby issued to
any physician. clinical laboratory or hosital
to rcfSY. 2cUlZ, pCU tnnsferr us. for.
any of the foilown sttd tasts.in accordance
with the pronl.ions of paragraphs (b), (c). (d).
(e). and (t) of this section. the following by'
product mnaterals in prepackgd units:

(1) lodln*4125. in units not exceedirg 10
microcurws each for us in in vitro clinical or
laboratory tests not involvin internal Or *X-
ternil adminiration of broduct material.
or the radiation thefrom, to human beino
or animals.

(2) Iodine-131. in units not exceeding 10
microcuries each for use in in vitro cliniical or
laboratory tas not involving internal or ex.
ternal adminiseration of byproduct material. or
the rd.iatio: therefrom. to human beinp or
animals.

(3) Carbon-14, in units not exceeding 10
micracuriss each for use in in vitro clinical or
laboratory tests not invofrlng internal or extrr-
nl administration of byproduct material. or
the radiation therefrom. to human being or
anIMaLs.

(4) Hydrogen 3 (tritium). in units not ex-
ceedins 50 microcurits ueach for us in in vitro
clinical or laboratory tests not involerng interr
nil or external administration of byproduct
material, or the radiation therefrom to human
bai of Insilnil.

(3) Iroan i9. in units not excoedft 20
microcuries each for um in in vitro clinical or
laboratory tae not involving internal or *x-
ternil adminzttion of byproduct material.
or the radiation therefrom to human beings.
oransmils.

(b) No person shall receire. acquire. pOa-
sees use or trnsfer byproduct material pur-
suant to the pneral license established by
paragaph (a) of this secton until he has flied
NRC Form 483. "Repstration CertifIcate-In
Vitro Tinting with Byproduct Material Under
General License." with the. Office of Nucler
!Material SfMty and Safeguards. U.S. Nuclear

Rerulatory Commisdm Wetoshwesu D.C.
035 d received froto the Commni at a
alidated copy of NAC Form 413 with regis-

tnrdoi number assu ot until e has been
authorized purnt to 35.14(c) of this chap-
ter to use byprouct m trial under the general
Uc ns in th i ti.' Th. ritrant shall
fumish on NRC Form 483 the fooing infor-
masuon and such other information as may be
required by that form:

(I) Nane and addr of the etgistn t;
(2) The location of use; and
(3) A statement that the registrant has ap-

propriate radiation meanaruig instruments to
carry out in vitro cliical or laboratory test
with byproduct materials as authorized under
the general Ucenm in pentph (a) of this
section. and that such tests ill be perfornmed
only by personnel competent in the use of
such instruments and in the handling of the
byproduct materials.

(c) A person who receive. acquires. pos-
sesses or uses byproduct material pursuant to
the general License estblished by paraph (a)
of this section shall comply with the folhowrg:

(I) The general Ucens shall not posam
at any one time. puruant to the general license
in paragraph (a) of this sectson. at any one
location of store or use, a totranount of
iodine 125. iodine 131. andlor iron 59 in ex-
cess of 200 microcurinc.

(2) The general licnsee shill store the by.
product materal. until usd. in the orinal
shipping container or in a container providin
equivalent rndiation protection.

(3) The general License shl um the by-
product maturial only for the uses authorized
by Vraph (a) of this section.

(4) The general Licensee shall not trizfer
the byproduct material except by rans or to a
person authorized to re it by a icense
puruant to this chapter or from an Agreement
State.' nor transfer the byproduct material in
any manner other than in the unopened.
Labeled shipping container as received from the
supplier.

(d) The general licensee shall not recii'e.
acquir. posses. or use byproduct material
pursuant to paragrph (a) of this section:

(I) Except as prepackaged units whi
labed in accordac w"h the provihir.

ei~c l sissued under the proviston../
32.71 of this chapter or in accordance wlith
t provisbens of a specific license issued by an

Agreement State that authorizes manufaicrru
and dlsrbution of iodinst12.5. iodine.131.
carbon-14, hydroen-3 (tritium). or iron-59
for distribution to pronr generally licensed
by the Agreement State.

(2) Unless the following statemnt. or a
substantially similar statement which contains
the information Called for in the foUowing
statement. appears on a label affixed to each
prepack d unit or appean in a Ieile or
brochure which accompanies the package:

This radioactive materal may be received.
acquired. possessed. and used only by phyn.
cians. cinical laboratorits or hospitals and o nly
for in vitro clinical or laboratory tests not
involving internal or external administration of
the material. or the radiation therefrom to
human beinp or anialas. Its receipt. acquisi-
tion. possessson. use. and transfer are subject
to the regulations and a general license of the
U.S. Nucler Regulatory Commission or of a
State with which the Commission has entered
into La agreement for the exercise of rerg'La.
tory authority.

............................

Nam of manufacruzer

Ie) The registrant possesang or usiuW by-
product materils under the general license of
paragraph (a) of this section shall report in
wii to the Diirtor of Nuclear Material
Say and Safeguards any chngps in the in-
formation furishe by him in the 'R
tion Certifcats-In Vitro Testing w
rodtuct Material Under General License

Form 483. The report shil be furnsheŽw!•-
in 30 days after the effective date of such

(f) Any peron using byproduct materal.
pursuant to the general license of paragraph (a)
of this section is exempt from the requre-
menu of Parts 19 and 2d of this ch.2ter with
respect to byproduct matgnals covered by that
general license.

NOTES

'A State to which certain regulatory authority over radioactive material has been transferred by formal areement. pursuant.to section 274 of

the Atomic Energy Act of 1954. s amendred.
'Material generally Licensed undu this soction prior to January 19. 1975 may br laibels authorized by the regulations in effect on January 1.

1975.

3 A new triplicate soetaf this Registration Certificate. NRC Form 483. may be used to report any change of informantion furnished by a regustrant
sreuiaied by § 31.1 (e).

If laqu quantitne or other forms of byproduct material than those qcified in the general license of 10 CFR 31.1 I are required. an "Appki-
catl for Byproduct MAtda Lieanse' NRC Form 313. should be fted to obtain a spiflc byproduct matetl licese. Copies of avppicacon
aid regsuadou forms may be obtained from the United States Nuclr Reulatory Commission. Washington. D.C. 20555. Attenr on: Radio-
isto Lcars-ing Brand, Dtvtoo of Fuel Cycle and Materi Sf ty.

PRIVACY ACT STATULUNT

Pursnant to S U.S.C. 522a(e(3). enatd into law by section 3 of ths Privacy Act of 1974 (Public Law 93-579). the following statement is fur-
nished to individuals who supply information to the Nuclear Regulatory Commisson on Forms NRC-482 and NRC.483. This tnformacon Ls

mantaind in a sysem of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1. 1975).

1. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC stiff purnunt to criteria set forth in 10 CFR Parts 20-36 to determume
whether the application conforms to the requirements of the Atomic Energ Act of 1954, as amended, and the regulations of the SRC. 'or the
issuance of a registration cartaficate authorizing the use of byproduct materul for medical use or in vitro testing.

3. ROUTINE USES The iformation may be used: (a) to provide records to State health depanments for their information and use: nr '

provide information to Federal. State. and local health officials and other persons in the event of incident or exposure for purpose r

inforuation. investiation. an protection of the public health ad safety. Th informaiuon may also be disclosed to appropriate.. -.

Stat, or local agenci in the evet the information indicates a violation or potential volation of law and in the course of in admimnutnr or
j3 .t proceeding. In addition, this information may be trs errd to in appropats Federal, Stite. or local aency to the extent rele-nt
and ne* aary for an NRC dcision or to an appropriate Federal agncy to the extent relvat and necinzary for that ancy's decision about you.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION
Discisuire of the requeste Information is voluntary. If the requested information is not furished. hocer. the rgistration cartifIcate, cr
L.rdment theof. wil not be procnd.


